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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 06 August 2007 . 
2a)K This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) ^ Claim(s) 1-66 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) [3 Claim(s) 1-12,23-33 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

£))□ The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published 
under section 122(b), by another filed in the United States before the invention 
by the applicant for patent or (2) a patent granted on an application for patent 
by another filed in the United States before the invention by the applicant for 
patent, except that an international application filed under the treaty defined in 
section 351 (a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international application 
designated the United States and was published under Article 21(2) of such 
treaty in the English language. 

Claims 1, 2, 3, 5-8, 12 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Carson et al. (US-2005/0 192604). 
Regarding claim 1, Carson discloses a coupler comprising: a saddle (14, 
fig.lA); a channel (thickened, widened portion of conduit 18, fig. 3C), wherein 
said channel comprises a first end having a substantially elliptical cross- 
section connected to said saddle (at connection of channel to Vessel wall W, 
fig. 3D; I, fig 5A) and a second end having a substantially circular cross- 
section (at distal end of the thickened, widened channel portion of conduit 18, 
fig. 3C). A tube or conduit with a round cross-section will attain an oval or 
elliptical cross section when it is cut at an angle. Therefore, the tube is round 
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at one end, and has an elliptical shaped opening where it attaches to the 
saddle. Additionally, due to the curvature of the saddle where the tube 
attaches to it, the aperture in that end of the tube would never be "circular"; a 
tissue clamp positioned around said channel (16, fig. 1A); and a flange formed 
adjacent to said second end of said channel (34, fig. 1A, 3C). 
Regarding claims 2, 3, & 12, Carson discloses tissue clamp comprises a 
shape-memory alloy, and that shape memory alloy comprises a nickel 
titanium, also known as nitinol (para. 0079). 

Regarding claim 5, Carson discloses the tissue clamp comprising a plurality of 
dimpled holes formed there through (fig. 9A, 9B). 
Regarding claim 6, Carson discloses the cross-sectional area of said 
channel's inner surface to be substantially constant as said channel transitions 
from said first end to said second end (lumen of channel 18, fig. 3C). 
Regarding claim 7, Carson discloses the cross-sectional area of said channel 
increases or decreases as said channel transitions from said first end to said 
second end (exterior of channel 18, fig. 3C). 

Regarding claim 8, Carson discloses a mating surface formed adjacent to said 
flange (in between flanges 34, fig. 3D). 
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Claim Rejections - 35 USC § 103 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1,148 
USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 
1 .Determining the scope and contents of the prior art. 2.Ascertaining the 
differences between the prior art and the claims at issue. 3. Resolving the level 
of ordinary skill in the pertinent art. 4.Considering objective evidence present 
in the application indicating obviousness or nonobviousness. 

Claims 4 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Carson et al (US-2005/0 192604) in view of Berreklouw (WO 00/24339). 
Regarding claim 4, Carson discloses a tissue clamp, but does not expressly 
disclose teeth along the periphery of the clamp. Berreklouw teaches a tissue 
clamp (45, fig. 8) with teeth (26, fig. 8) along the perimeter of the tissue clamp. 
This arrangement has the apparent advantage of ensuring better connection 
between the tissue clamp and the vessel. Therefore, it would have been 
obvious to a person of ordinary skill in the art to modify the tissue clamp of 
Carson to include teeth, as taught by Berkelouw to obtain the same 
advantage. 

Regarding claim 9, Carson discloses a tissue clamp, but fails to expressly 
teach a pair of legs on the tissue clamp. However, Berreklouw teaches 
another embodiment of a tissue clamp (1 1 5, fig. 5) with a pair of legs (1 1 4, fig. 
5) which can be extended and positioned accordingly to another part of the 



Application/Control Number: 10/715,826 Page 5 

Art Unit: 3731 

anastomosis device (K, fig. 4) to create adequate clamping force. Therefore, it 
would have been obvious to a person of ordinary skill in the art to modify the 
tissue clamp of Carson to include legs as taught by Berreklouw in order to 
have the tissue clamped adequately to the saddle. 
Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Carson et al. (US-2005/01 92604) in view of Kavteladze et al (6814750). 
Carson discloses the claimed invention except that the material is made from 
a material having an austenitic temperature below 10 degrees Celsius. 
However, Kavteladze discloses that the transformation temperature of 
austenitic state nickel titanium alloy is below the normal temperature of a 
human body (co1.10, lines 43-48), which would allow the material to exhibit 
relatively high tensile strength and be stable. Below ten degrees includes the 
range below body temperature, hence, since the tissue clamp disclosed by 
Carson is made from nickel titanium, the tissue clamp would also exhibit the 
property of having an austenitic transition temperature below 10 degrees 
Celsius. Therefore, it would be obvious to a person of ordinary skill in the art, 
at the time of the invention, that the nickel titanium tissue clamp disclosed by 
Carson can be modified as taught by Kavteladze to exhibit the same 
advantage stated above. 

Claim 1 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
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Carson et al. (US-2005/0192604)in view of Boylan et al (US 6554848). 
Carson discloses the invention substantially as claimed above. Carson does 
not disclose that the material has an austenitic temperature equal to or greater 
than body temperature. Boylan, however, discloses making a device 
implantable within the body with a nickel titanium alloy having an austenitic 
phase above body temperature, or 37 degrees Celsius (claim 14), which 
would allow the material to exhibit relatively high tensile strength and be 
stable. Therefore, it would have been obvious to a person of ordinary skill in 
the art, at the time of the invention, that the nickel titanium tissue clamp 
disclosed by Carson is modified as taught by Boylan to obtain the same 
advantage. 

Claims 23-33 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Akin et al. (US-2002/0161383). 

Regarding claim 23, Akin discloses a coupler having a saddle (60, fig. 9); a 
channel (84, fig. 10), a tissue clamp (56, fig. 9), and a flange (rim of channel 
84, fig. 10), a second coupler comprising a second saddle (62, fig. 9), a 
second channel (80, fig. 10), a second tissue clamp (58, fig. 9), and a second 
flange (rim of channel 80, fig. 10). 

Akin further discloses in another embodiment, a clamping ring (122, fig. 
1 1 B)for bringing together the flanges of two separate couplers. Therefore, it 
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would have been obvious to a person of ordinary skill in the art, at the time of 
the invention, to modify the conduit coupling device disclosed in fig. 9 and 10 
to include a clamping ring as disclosed in figure 1 IB. Such a modification 
would gain the advantage of further securing the two couplers (para.0097). 
Regarding claim 24, said first channel and second channel have substantially 
constant cross-sectional area (each channel 80 and 84 have constant area 
throughout). 

Regarding claim 25, said first channel and second channel have varying 
cross-sectional areas (channel 80 have a different cross-sectional area 
relative to channel 84 since channel 84 fits inside channel 84). 
Regarding claim 26, a first mating surface formed adjacent to said first flange 
and a second mating surface formed adjacent to said second flange (fig. 9). 
Regarding claim 27, said first tissue clamp and said second tissue clamp 
comprise a shape-memory alloy (para. 0092). 

Regarding claim 29, it is old and well know that said first tissue clamp and 
said second tissue clamp comprise a plurality of teeth positioned along a 
periphery of said first tissue clamp and said second tissue clamp because 
teeth, ridges, or grooves are established means of reinforcing connection 
between two materials. See for example, US patent # 4917087. 
Regarding claim 30, said first channel (84) comprises a first end of 
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substantially elliptical cross-section (78, fig. 9) connected to said first saddle 
(60) and a second end of substantially circular cross-section adjacent to said 
first flange (86, fig. 10). 

Regarding claim 31 , wherein said second channel (80) comprises a first end 
of substantially elliptical cross-section (78, fig. 9) connected to said second 
saddle (62) and a second end of substantially circular cross-section adjacent 
to said second flange (86, fig. 10). 

Regarding claim 32, Akin discloses that the first coupler or first saddle may be 
positioned at varying positions relative to said second coupler or second 
saddle (fig. 9-1 1 B, which shown a side-to-side coupling device, or fig. 12A-B, 
13, 14, and15A-B, which shown an end-to-side coupling device). The first set 
of figures compared to the second set of figures shows different possible 
locations for the first coupler and saddle relative to the second coupler and 
saddle. 

Regarding claim 33, a first channel comprises a first end of substantially 
circular cross-section connected to said first saddle (104) and a second end of 
substantially circular cross-section adjacent to said first flange (fig. 1 1 A, 11 B). 
Claim 28 is rejected under 35 U.S.C. 103(a) as being unpatentable over Akin 
et al. (US-2002/01 61 383) in view of Carson et al. (US-2005/01 92604). 
Akin discloses a first tissue clamp (56) and said second tissue clamp (58), but 
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fails to disclose plurality of dimpled holes formed there through. 
However, Carson teaches dimpled holes on the tissue clamp comprising a 
plurality of dimpled holes formed therethrough (fig. 9A, 9B). Therefore, it 
would have been obvious to a person of ordinary skill in the art at the time of 
the invention to modify the tissue clamp disclosed by Akin to include dimples 
formed therethrough in order to obtain additional securing means for the 
device to the tissue. 

Response to Arguments 

Applicant's arguments filed 08-06-2007 have been fully considered but they are 
not persuasive. 

Applicant's arguments concerning the non-disclosure of the other end of the 
conduit having an elliptical shaped opening have been addressed in the above 
rejection. 

Applicant also argues that Akin fails to disclose flanges and states that the rims 
of 80,84 are not flanges. However, the examiner notes that the definition of flange 
includes :a projecting rim, collar, or ring on a shaft, pipe, machine housing, etc., cast or 
formed to give additional strength, stiffness, or supporting area, or to provide a place for the 
attachment of other objects. 

The examiner contends that the rims are projections from the saddle portion, and that 
the rims constitute rings on a shaft which provide a place for the attachment of other objects. 
Therefore, the "flange" limitation is met by the prior art. 
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Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Glenn K. Dawson whose telephone number is 571-272- 
4694. The examiner can normally be reached on M-Th 7:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd E. Manahan can be reached on 571-272-4713. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-2/12-1000. 



Glenri K Dawson 
Primary Examiner 
Art Unit 3731 
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05 November 2007 



